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The Co-Principal Investigator (PI)/Study Chair (SC) must complete this form as a supplement to the VA Central IRB Form 108, Principal Investigator/Study Chair New Project Application.  This form must be submitted with the VA Central IRB Form 108.  
Section 1:  Co- PI/SC Information  
Project Title:                                                               Check to indicate revision status:                                        Initial  Revised  Revision Date:      

PI/SC Facility Name:            




 
City and State:       
	1. Name of Co-Principal Investigator (PI)/Study Chair (SC):        
Email:         @va.gov         Phone Number:       
2. Co-PI/SC Academic Degrees:           

Co-PI/SC Board Certifications:       
3. Co-PI/SC Employment Status: (Check all that apply)
        VA Employee          Other (VA WOC, IPA)  Specify Appointment Type:       
a. For ORD-funded studies, is the Co-PI/SC at least a 5/8ths VA employee?  

   Yes (skip to question 4)     No (answer question 3b)      Not Applicable

b.   If the response to 3a is no, is a copy of the ORD funding service approval waiver included as part of 

      this submission?
Yes      No      If no, indicate when submitted for approval:             
4. Describe the Co-PI/SC’s qualifications to act in the capacity as overall PI/SC to do the research in this project and attach a copy of his/her biosketch (Merit Review or NIH Format):   
      
5. Indicate below how many of the following are currently overseen by the Co-PI/SC:
        _____  Open Research Projects    _____  Project Team Members (Project Coordinator, Statistician, etc.) 

        _____  Participating Sites              _____  Approximate Number of Active Project Participants

6. Is there another Co-PI or Co-Study Chair at this same site?                                                                                                                                   

  Yes    (see additional questions below)    No          

   If yes, indicate the following for each:    Name:         Site:       
Note:  If there is another Co-PI/SC at the same site, each Co-PI/SC must complete and submit a VA Central IRB Form 108a


Section 2:   Co-PI/SC Study Team Information  
	1. Study Coordinator Contact Information (If multiple Coordinators, list each one.)

  Name(s) of Project Coordinator:                                  

  Phone:                                       Email:       @va.gov

	2. List the Co-PI/SC and personnel who will be assisting in managing the overall study.   Information on other study team members from this site and other sites who are only involved in local site research activities are listed on the Local Site Investigator (LSI) Application for the site if applicable.

Note:  Include Study Coordinators listed above but do not list CSP Coordinating Center personnel.  
Project Team Member  

Degrees

VA Employee

Status

  (#/8ths, WOC,

   IPA)
Facility Location

Project Role 

Access to 

Identifiable

data?

(Yes / No)

Obtaining Informed Consent? 

(Yes or

  No)
Date of 

Latest 

VA HSP 

Training

(mm/yy)

       

       

       

       

       

       

       

       

       

      

       

       

       

       

       

       

       

      

       

       

       

       

       

       

Note: Additional project members may be added by inserting more rows above.  If a project role has not yet been filled, indicate “TBD” (to be determined) and complete the rest of the row for that role.
3. Is there a mechanism at your site for review of Conflict of Interest (COI) disclosures?  
Note:  Biosketches and COI forms or determinations are required only for study team members serving in an investigator role.
   Yes.  Findings of my local COI Committee/ other local COI review are attached.       

   Yes.  Local COI review is pending.  Determination will be forwarded upon completion of review.  

  No. There is no mechanism at our site to review COI disclosures.  Completed OGE Forms 450 for all investigators listed on this application are attached.         
Additional Form Requirement:  Submission of a VA Central IRB Form 108c, Cooperative Studies Program (CSP) Coordinating Center PI/SC New Project Application is required if yes was checked.                        



Section 13:  Co-Principal Investigator/Study Chair Statement 

	1.  As a Co-Principal Investigator/Study Chair for this project, I acknowledge that I have the primary and ultimate responsibility for protecting the rights and welfare of research participants and that I understand the ethical principles of human participant protection and Good Clinical Practice.  I have the competencies and the resources to conduct the research outlined in this application and I attest that the application is scientifically and ethically sound. 

2.  I also attest that all project team members will be trained on applicable project procedures and on all VA and other requirements pertaining to human participant protections as befits their roles, scope of practice, and responsibilities prior to participating in the project.  I and my study team will conduct and oversee this project in accordance with all ethical standards required by the VA for the conduct of human subjects research.

3.  I have read, understand, and accept the investigator responsibilities as outlined in VHA Handbook 1200.05, paragraph 9 and that these include but are not limited to the following:
· Conducting the research in accordance with the VA Central IRB-approved project and all applicable VA and other requirements, including, but not limited to, human research requirements as described in VHA Handbook 1200.05, 38 CFR Part 16, FDA requirements, VA Central IRB requirements, and local policy and procedures, and maintaining all written documentation indicating compliance.

· If applicable, providing ORD-approved “Volunteering in Research” brochure prior to obtaining informed consent and HIPAA authorization from participants, appropriately documenting the informed consent and authorization, and maintaining a master list of all participants and/or requesting waivers of these requirements with appropriate justification.
· Submitting all amendments to the project or changes in the informed consent to the VA Central IRB for review and approval prior to initiation, except when necessary to eliminate immediate hazard to the participants.  Any changes implemented as a result of an immediate hazard will be promptly reported to the VA Central IRB as a project deviation and an amendment submitted if determined necessary.

· Promptly reporting to the VA Central IRB any reportable activity as defined by VA and other requirements and by VA Central IRB policies and procedures, to include interim results if available.

· Conducting project monitoring and data safety monitoring activities (if applicable) as appropriate for the IRB-approved project.

· Providing continuing review and closure reports to the VA Central IRB in a timely manner and in accordance with the VA Central IRB policies and procedures, to include reports of any unanticipated problems involving risks to subject or others and/or serious and continuing noncompliance.

· Following applicable requirements (e.g., information security) relevant to the conduct of the VA Central IRB-approved project and the maintenance of research records in accordance with the VA Records Control Schedule. 

· Ensuring research does not start until final approval has been received from the VA Central IRB, other VA and federal requirements, and this facility’s local Research and Development Office in accordance with local policies.

Co-Principal Investigator/Study Chair Signature                                                           Date  

Additional form requirement:  VA Central IRB Form 108c, Associate Chief of Staff for Research and Development (ACOS/R&D) New Project Application must also be submitted and signed by the local ACOS/R&D. If there is more than one Co-PI/SC from the same site, only one Form 108c need be submitted.


Co-Principal Investigator/Study Chair New Project Application


Supplement
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